MINISTRY OF HEALTH

Madrid, January 31, 2025

Dear Mr-

Thank you for contacting the Ministry of Health to share with us your concerns regarding the
COVID-19 modified mRNA vaccine.

The review and analysis of safety data from more than 13 billion doses of COVID-19 vaccines
administered worldwide indicates that these vaccines have a favourable safety profile, with

benefits outweighing potential risks.

Ongoing evaluation of safety data from mass vaccination campaigns over three years has not

identified any link between vaccination and cancer or infertility.

In order to initiate a specific assessment of a possible causal association between a drug and
an adverse event, it is necessary to have scientific evidence. That is, information from one or
more sources that is sufficiently credible to justify actions aimed at verifying it.

To date, there have been no findings suggesting that COVID-19 vaccines may cause fertility
problems or increase the risk of cancer, and therefore no further safety investigations are

considered necessary in these areas.

The use and safety of all medicines, including COVID-19 vaccines, is monitored at European
level, following the channels established in national and European pharmacovigilance
legislation. All countries of the European Union (EU) participate in the evaluation of the safety of
medicines through the European Pharmacovigilance Risk Assessment Committee (PRAC) of
the European Medicines Agency (EMA).

Once a medicine has been authorised for use in the EU, the EMA and EU Member States
continuously monitor its safety and take the necessary administrative measures to protect the

health of patients.

Medicines safety surveillance consists of a series of activities to identify and assess the
emergence of new risks or changes in existing risks. Suspected adverse reactions reported
by patients and healthcare professionals, as well as those identified in new clinical studies or
published in the scientific literature, are continuously collected and analysed. On the other
hand, safety reports submitted by marketing authorisation holders are periodically evaluated
and include all the updated safety information generated worldwide, including an assessment
of the benefit-risk balance of the medicinal product. In addition, the results of the post-
authorisation safety studies established as a requirement at the time of authorisation are

analysed.



Finally, the European Commission, as an EU institution, also plays an important role in the process
of assessing the risks of medicines. The Commission adopts a decision that is binding for all EU
Member States based on the scientific assessment carried out by the PRAC. That is, the PRAC
assesses and issues recommendations on the safety of medicines and the European Commission
adopts the final decision to be binding in all EU countries.

Additionally, due to the COVID-19 pandemic, European pharmacovigilance systems were
reinforced, implementing intensive monitoring of the adverse events reported following vaccination

globally.

In conclusion, with the current data, no findings have been found to suggest that COVID-19 vaccines
may cause fertility problems or increase the risk of cancer. Pharmacovigilance systems continue to
collect and analyse information to improve knowledge of the safety profile and ensure that the
benefits outweigh the risks.

Receive a cordial greeting,

Monica Garcia Gomez
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